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ASEPTIC TECHNIQUE

Purpose 

Aseptic technique in processing is essential for ensuring the final product meets release criteria for patient use. Gowning procedures are critical to maintaining aseptic technique. 

Scope

This document provides instructions for (Insert manufacturer name) aseptic gowning procedures. 

For instructions for product and material transfer into and out of the manufacturing suite and for waste segregation and removal, refer to Facility Transfer.
Responsibilities

The Facility Director, Production Manager and Scientist in Charge are responsible for ensuring:

· All production staff, cleaners and visitors follow documented gowning procedures within the Facility. 

· All production staff are aware of the importance of aseptic technique and the principles of GMP.
· All production staff are trained and competent in aseptic technique.

· Competency assessment of aseptic manufacturing technique is performed, in accordance with Aseptic Technique Assessment, as part of initial training. Technique is re-assessed if indicated by process monitoring, or if re-fresher training is required. 

· Annual aseptic gowning and gloving competency assessment is performed for each staff member.

· Annual observation and assessment of each staff member’s aseptic work practice is performed and recorded on the Aseptic Observation Record.
· Annual assessment of each staff member’s aseptic manufacturing technique is performed by sterility testing a serum eyedrop product.
· Training and competency records are maintained for each staff member

Manufacturing staff members must maintain correct aseptic technique throughout the manufacturing process and undertake the required competency assessments.  

Production staff members are responsible for supervising the gowning of external workers, their movements within the Facility and the cleaning of their equipment before transfer into the Facility. 

GOWNING Procedure

Reception and Support Laboratory

· Street clothing or theatre scrubs are permitted. 

· General laboratory gown and gloves must be worn when operating equipment or carrying out other laboratory duties.

· Wear a new clean gown and gloves when packing or preparing materials for manufacture.

· Cover hands with a new pair of clean gloves and cover arms completely with a designated clean gown when transferring all items from the support laboratory into the manufacturing suite via the pass-through hatch or airlock. 

· Change designated clean laboratory gowns each week. Do not wear outside the support laboratory.

· Change general laboratory gowns each week. These can be worn within the support laboratory, research centre and within the hospital.

· Wear a designated cold room gown inside the cold room. Change each week. 
· Exiting:

Remove any disposable gloves and place in bin.

Remove laboratory coat and place on hanger if appropriate.
Manufacturing Suite: Gowning Room, Clean Corridor and Cleanrooms. 
· Maximum number of occupants permitted at any one time: 

Insert validated number of personnel for each area

e.g. Gowning Room = 2, Clean Corridor = 4, Cleanrooms 1, 2, 3 = 3, Cleanroom 4 = 4, Cleanroom 5 = 5.
· Entry into the cleanroom facility must be recorded in the Facility Log. This applies to contract cleaners and other external workers, as well as (Insert manufacturer name) staff. 
· Wear a new sterile gown for each individual product manufactured.

· Change scrubs if worn outside of the hospital air conditioning.

· Refer to the illustrated guide below. A copy of the guide is fixed to the walls in the pre-gowning area and the gowning room.

(Insert applicable gowning illustration)

· Prior to entering Gowning Room:

Theatre scrubs must be worn with (Insert manufacturer name) dedicated footwear. For external contractors shoe covers must be donned prior to entering.
Remove laboratory gown as required.

Don hair-cap (if required).

Don hood.

Don surgical facemask.

Check in mirror and against illustrated gowning guide to confirm correct placement of headwear.

Clean hands with alcohol hand cleaning gel.

Slowly step onto sticky mat.

Check for green light to enter Gowning Room.

· Within Gowning Room:

Ensure scrub pant bottoms are above the floor by rolling them up.

Remove dedicated footwear. 

Collect clean room shoes (or an additional pair of booties for external contractors) from the cleanroom shoe rack and place on clean side of step-over

Step into shoes on clean side.

Open bagged sterile gown.

Put on sterile gown ensuring the outside surface does not contact any other surface such as floor, walls, skin or clothing. 

Don sterile under gloves. 
Check in mirror and against illustrated gowning guide to confirm correct gowning. 

Check for green light to enter 

· Within Cleanrooms:

Don a second outer pair of sterile gloves upon entering clean room for processing or cleaning/maintenance. 

Change sterile outer gloves frequently.

Before working in the Biological Safety Cabinet (BSC), don a new outer pair of gloves on the bench in close proximity to the BSC.
Discard outer sterile gloves when exiting a cleanroom. 

Don a new outer pair of gloves upon re-entering the clean room. 
· Exiting: 

Exit into Gowning Room on green light.

Carefully de-gown and hang gowns on hanger in clean area if returning to clean rooms to continue processing the same product. Otherwise, dispose of used gown in container provided.

Stand on clean side of step-over. 
Step out of cleanroom shoes onto non-clean side. 

Place cleanroom shoes in cleanroom shoe rack.

Don lab shoes.

Exit Gowning Room on green light.

Remove face mask, cap and gloves and dispose in bin.

Record exit in the Facility Log.
manufacturing
All non-sterile equipment used in the BSC must be wiped with sterile 70% ethanol prior to and following use in the BSC. 
forms

Aseptic Observation Record FORM162
Aseptic Technique Worksheet FORM26
documents

Aseptic Technique Assessment DOC116

Facility Transfer DOC56

GMP Training Module 1 DOC125

GMP Training Module 2 DOC126

Procedure History

	Revision
	Date
	Modification
	Approved By
	Implemented

	1.0
	(Insert date)
	Originally drafted by (Insert name) 
	(Insert name)
	(Insert date)

	2.0
	(Insert date)
	Revised by (Insert name & description of changes)
	(Insert name)
	(Insert date)


Author: (Insert author’s name)
Revision: (Insert revision number) 

Owner: (Insert document owner’s name)
Page 2 of 3 Updated Sept 2019
Active Date: (Insert active date)

